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As applicants, PARMA’s members are frequently confronted with demands by patent examiners
for preclinical and clinical data to support claims to these specific pharmaceutical compounds, as
well as claims to the broader class or genus of compounds that will often have been described in
an earlier application. At the time of filing a patent application, the type of data demanded by
examiners usually does not exist. Existing continuation practice permits PhRMA members in
this situation to file continuation-in-part applications to introduce these data, and thereby protect
their legitimate interests in such improved compounds and the broad class of compounds. The
proposed changes to continuation practice could severely reduce and in some cases eliminate this
entirely.

Moreover, and more fundamentally, PTO is simply without authority to change 140 years
of patent law -- enshrined in statute for almost 60 years -- through regulatory fiat. Congress has
afforded continuation applicants a right to the original filing date if certain requirements are met;
only Congress may decide to further limit the availability of continuation applications.

PTO PROPOSED RULES

The PTO proposes that “second and subsequent continued examination filings, whether a
continuation application, a continuation-in-part application, or a request for continued
examination, be supported by a showing as to why the amendment, argument, or evidence
presented could not have been previously submitted.”

The PTO also proposes to amend the definition of “divisional application” as limited to
an application that “discloses and claims only an invention or inventions that were disclosed and
claimed in the prior-filed application, but were subject to a requirement of unity of invention
under PCT Rule 13 or a requirement for restriction under 35 U.S.C. 121 and not elected for
examination in the prior-filed application.” As such, the PTO proposal limits a divisional
application to a previously claimed invention, and no longer permits voluntary divisionals. The
PTO also proposes that a divisional application (as newly defined) may claim the benefit of only
a single prior-filed application.

The PTO proposes that “when an applicant (or assignee) files multiple applications with
the same effective filing date, a common inventor and overlapping disclosures, the Office will
presume that the applications contain patentably indistinct claims.” In such situations, therefore,
the PTO proposes that applicants “include either an explanation of how the claims are patentably
distinct, or a terminal disclaimer and an explanation of why there are patentably indistinct claims
in multiple applications.”

The PTO proposes to delay examination of most dependent claims until an application is
in condition for allowance, and to permit the PTO to limit its initial examination to representative
claims including all independent claims and those dependent claims designated by an applicant.
With the objective of reducing the PTO’s examination burden, the proposed rule would limit an
applicant to no more than 10 independent claims in any application, or to no more than 10



“representative” claims, ie., the independent claims plus the number of dependent claims
designated for initial examination.

To obtain examination of more than ten claims (whether independent or
“representative™), an applicant would be required to submit an "examination support document"
including a statement that a search was conducted and an explanation of the search, an
information disclosure statement, an explanation of how the claims are patentable over the
references cited, a statement of utility, and a showing of where each claim limitation is supported
in the written description. The proposed rule would impose this burden on any applicant for
normal examination of more than 10 claims. Moreover, failure to supply an examination support
document “when necessary” would result in a reduction by the PTO of any patent term
adjustment to which an application might otherwise be entitled.

THE PTO DOES NOT HAVE SUFFICIENT AUTHORITY TO IMPLEMENT THE
PROPOSED RULES

Under established law, the proposed rule on continued examination practice is contrary to
statute and thus exceeds the statutory authority of the PTO. The sole authority for the proposed
rule cited in the preamble is 35 U.S.C. § 2(b)(2), a subsection providing that, in certain
circumstances, the PTO “may establish regulations, not inconsistent with law.” (Empbhasis
added). Neither this general grant of rulemaking authority nor any other statutory provision
speaks directly to the PTO’s authority to regulate or limit the use of continued examination
filings. The proposed rule does not comply with the substantive elements of the patent laws set
forth by Congress and, accordingly, exceeds the PTO’s authority under § 2(b)(2).

Continued examination filings are a longtime practice approved by the Supreme Court for
more than 140 years. In Godfrey v. Eames, 68 U.S. (1 Wall) (1864), the Supreme Court held that
a patent applicant who filed a revised version of his application the same day he withdrew the
original application was entitled to the original filing date. Congress ultimately enshrined this
court-developed practice in the federal code in 1952. 35 U.S.C. § 120. See Chisum, Patents §
13.02. As amended in 1984, § 120 provides:

An application for patent for an invention disclosed in the manner provided by
the first paragraph of section 112 of this title in an application previously filed in
the United States, or as provided by section 363 of this title, which is filed by an
inventor or inventors named in the previously filed application shall have the
same effect, as to such invention, as though filed on the date of the prior
application, if filed before the patenting or abandonment of or termination of
proceedings on the first application or on an application similarly entitled to the
benefit of the filing date of the first application and if it contains or is amended to
contain a specific reference to the earlier filed application. No application shall
be entitled to the benefit of an earlier filed application under this section unless
an amendment containing the specific reference to the earlier filed application is
submitted at such time during the pendency of the application as required by the



Director. The Director may consider the failure to submit such an amendment
within that time period as a waiver of any benefit under this section. The Director
may establish procedures, including the payment of a surcharge, to accept an
unintentionally delayed submission of an amendment under this section.

Thus, under Section 120, an applicant is entitled to the filing date of a prior application if
the applicant meets certain conditions enumerated in the statute itself. Specifically, “[i]f the
continuation application meets the requirements of continuity of disclosure, copendency, cross-
referencing, and identity of inventorship, it will gain the benefit of the filing date of the prior
application in determining patentability and priority.” Chisum, § 13.01.*

Over the years, despite some concerns about continuation practice and resulting delays in
the examination of patent applications, the courts have consistently ruled that Congress alone can
change the requirements and framework of continuation practice by limiting continuation
applications. In re Ernst Johan Jens Henriksen, 399 F.2d 253 (C.C.P.A. 1968), presented the
question whether § 120 could be read to “limit an applicant to the benefit of the filing date of the
second preceding application in a chain of copending applications.” Id. at 254. The Patent
Office Board of Appeals had so held. The Court of Customs and Patent Appeals, the predecessor
to the Federal Circuit, reversed:

[Ulnder [§ 120], in view of its longstanding interpretation by the
Patent Office and the patent bar, there is no statutory basis for
fixing an arbitrary limit to the number of prior applications through
which a chain of copendency may be traced to obtain the benefit of
the filing date of the earliest in a chain of copending applications,
provided the applicant meets all the other conditions of the statute.

Id. In reaching this conclusion, the court conducted a thorough examination of all possible
support for the contrary view.

The court rejected the argument that the text of § 120 itself required the reading advanced
by the Board, and found nothing in the legislative history to support the limits the Board sought
to impose. Turning to practical considerations, the court found that in “practice prior to” the
enactment of § 120, “an applicant was not limited to a chain of three copending applications for
the purpose of claiming an early effective filing date.” Id. at 259. As further support, the court
cited relevant treatises that reflected no limits on the number of continuation applications under §
120. See id. at 260 n.17 (citing 2 Robinson, The Law of Patents 204 (1890) (“It is immaterial
how many of these substituted applications may be filed or for how long a period such efforts to
obtain a patent may be continued.”); 1 Rogers, The Law of Patents 21 (1914) (“. . . and that no
number of successive applications indicates an intention to abandon; but that, in reference to the

4 Under the Uruguay Round Agreements Act, effective since June 8, 1995, a continuation application merely
preserves, rather than extends, the original exclusivity period. This is because the Act provides that a patent term is
twenty years from the date of filing, with limited exceptions. Uruguay Round Agreements Act, Pub. L. No. 103-465,
1994 U.S.C.C.A.N. (108 Stat.) 4809-5053.



with the examiner’s burden of initial examination, and may place an undue burden on applicants
to make statements that may be against their interest.

Limiting the Number of Claims Examined

The proposed rule is not likely to reduce PTO backlogs or application pendency times,
because arbitrarily limiting an applicant to ten independent claims, when coupled with the
onerous requirement for an examination support document to justify examination of additional
claims, will instead drive applicants to file more applications of narrower scope in order to
adequately protect their inventions. Moreover, the PTO offers no objective support for its
rationale that fewer claims will result in “better, more reliable examination.” The proper goal of
examination of patentable inventions is allowable claims that clearly define the metes and
bounds of the embodiments of an applicant’s novel and non-obvious contributions to the art, and
this goal is not necessarily correlated with any particular number of independent or dependent
claims. Indeed, more claims may be preferable in many applications to facilitate an examiner’s
(and the public’s) understanding of the specific embodiments of an applicant’s invention.
Because the PTO intends that its rule changes will apply retroactively, the cost to applicants with
pending applications containing more then ten claims will be enormous. The expense of attorney
time required to contact clients to identify ten representative claims, and to prepare and file a
designation letter with the PTO, could be staggering considering that as many as some 600,000
applications are now awaiting examination.

Requirement for an Examination Support Document

The PTO’s proposed requirement that an applicant submit an Examination Support
Document (ESD) to obtain initial examination of more than ten claims places applicants in an
untenable position and will prove unworkable. When considered in conjunction with existing
inequitable conduct law as applied in patent litigation in the federal district courts, the presence
of an ESD in an application prosecution file history poses a downside risk that far outweighs the

cost.

According to the proposed rules, the applicant will be responsible for designing and
carrying out a prior art search, and this would expose the patentee in subsequent patent litigation
to a charge of inequitable conduct based on an inadequate search, where additional art comes to
light during the litigation (often as the result of heroic and expensive searches by the accused
infringer). Moreover, the proposed rules require that an applicant search for every limitation of
the claims being examined, leaving the applicant open to the charge that one or more claim
limitations was not reflected, or was inadequately reflected, in the search strategy. Because the
proposed rules require the applicant to report the date on which the search was conducted, he or
she could expect to be accused of performing the search too early, to avoid finding and disclosing
more recent art. Under the proposed rules, the applicant is tasked with searching "disclosed
features that may be claimed” (emphasis added). Claimed features often change over the course
of prosecution, as the examiner cites art against the claims during prosecution, and the applicant
amends his or her claims to distinguish them. If the applicant fails, even innocently, to search for
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each and every feature that may be claimed, he or she can expect to be attacked if the litigated
claim recites a feature not covered in the initial search.

The proposed rules specifically preclude an applicant from relying on an independent
prior art search carried out by a foreign patent office, requiring the applicant to review the search
and to essentially warrant that it meets the requirements of the rules. This requires that an
applicant analyze the documents cited in the search, decide which are the most relevant, and
present them to the PTO in an information disclosure statement (IDS). Any error by the
applicant in carrying out this newly shifted burden, whether inadvertent or not, will prove fertile
ground for an inequitable conduct attack, and will place yet another cloud over the legitimate
rights of patentees under the PTO’s proposed rules. Any statement required of an applicant
characterizing the art or the applicant’s invention is likely to be asserted in subsequent litigation
to have estoppel effect. In effect, the PTO, by this proposed rule change, would shift the burden
of examination from the PTO to the applicant, in such a manner that any mistake an applicant
might make, for any reason, will undermine the validity of any resulting patent. As a result,
applicants may not utilize the ESD procedure if it were to be implemented, and the PTO will fail
to achieve the desired improvements.

Markush Practice Effectively Eliminated

PhRMA'’s members will be disproportionately disadvantaged by the effective elimination
of so-called Markush claiming practice that is implicit in the PTO’s request for “comments on
how claims written in the alternate form, such as claims in an alternative form permitted by Fx
parte Markush . . . should be counted for purposes of proposed § 1.75(b)(1).”® The PTO Notice
goes on to posit two alternatives: (1) whether the Office “should simply count each alternative in
the claim as a separate claim for purposes of § 1.75(b)(1);” or (2) whether the Office should
“count each alternative in the claim as a separate claim for purposes of § 1.75(b)(1) unless the
applicant shows that each alternative in the claim includes a common core structure and common
core property or activity, in which the common core structure constitutes a structurally distinctive
portion in view of existing prior art and is essential to the common property or activity (see
MPEP 1850).”

A Markush-type claim recites alternatives in a format such as "selected from the group
consisting of A, B and C." Ex parte Markush, 1925 C.D. 126 (Comm'r Pat. 1925); Manual of
Patent Examining Procedure (MPEP) § 803.02. Markush-type claims are often used in the
pharmacy, pharmacology and biology arts, among others, Id., and PhRMA’s members would be
inordinately disadvantaged if the proposed changes to Markush practice were implemented. The
Markush-type claim has benefited both the PTO and applicants, because it has been proven over
many years to permit efficient search and examination of claims that, when allowed, provide
reasonable protection for an applicant’s invention.

6§ 1.75(b)(1) provides for an Examination Support Document (ESD), discussed supra.
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The two alternative treatments of Markush claims under § 1.75(b)(1), to which the PTO
implicitly limits debate, could effectively eliminate Markush practice, as it exists today.
Alternative 1 could essentially impose a tax on certain types of inventions, including those of
PhRMA'’s members; a tax that does not exist to a substantial extent with respect to most other
types of inventions. Alternative 2 would improperly shift the burden from the PTO to applicants
seeking to avoid this unwelcome tax, unnecessarily exposing them to many of the risks discussed
above with respect to the proposed ESD practice. Neither of these alternatives would be
acceptable, and either could lead to increased backlogs for the PTO, increased risks and costs for
applicants. Effectively eliminating Markush practice, as the PTO appears determined to do,
would be ill advised and counter-productive for all concerned.

ALTERNATIVE PROPOSALS

The PTO should consider alternative proposals that will have a direct impact on
efficiency and improving patent quality, including better training for examiners, streamlined
search and examination procedures, a deferred examination system, and a graduated fee structure.

PTO examiners must be provided with sufficient training in order to develop the skills
that are required to thoroughly examine the claims submitted in each patent application.
Examiners should be trained to sufficiently evaluate all of the claims in an application from the
outset, and need to be provided with the resources required to conduct and evaluate a
comprehensive prior art search. In addition, the Examiner quota system should be revised to
more directly reflect the amount of work required to generate a first office action as compared to
a second or subsequent office action in a particular application, as well as the effort required to
examine a continued application compared to an original application.

The PTO should also make effective use of searches conducted in counterpart
applications as a starting point for examination. For example, applications filed in the US via the
PCT national phase have a search report, as well an IPER, or a written opinion for applications
filed after the adoption of the Enhanced International Search System. These searches and
examination reports should be considered as a starting point for the US examination in the
relevant applications to increase examiner efficiency. The PTO should also work cooperatively
with the patent offices of other nations to carry out search and examination services for national
applications. PhRMA believes that cooperation with other patent offices, along with focused
training of PTO examiners on the interpretation of prior art search results, will produce a more
efficient examination by allowing examiners to concentrate their efforts on the substantive
analysis of an application. Increased cooperation with the patent offices of other nations will
lead to a more effective exploitation of search and examination results in the PTO.

The PTO should consider the implementation of a deferred examination system, on at
least a temporary basis, as a practical way to reduce the application backlog at the PTO, provide
greater value to PTO customers, and limit the issuance of multiple patents in certain situations.
A deferred examination system, similar to the system in effect for many years in Japan, would
give an applicant the option of delaying examination for a period of years (as long as seven years
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in the past in Japan and currently as long as three years). This would reduce the number of
applications being substantively handled by the office. Further, it would allow applicants time to
determine whether a particular invention was economically viable prior to committing additional
resources, and tapping the resources of the PTO, to undertake the process of substantive
examination. This deferral option would also allow applicants to more fully investigate the state
of the particular technology prior to substantive prosecution, and would increase the overall
efficiency of the examination process.

It is expected that the pendency of all applications would drop if deferred examination
were implemented, because substantive examination would typically not begin until after the
deferral period (which would not count against pendency) had elapsed. In addition, a portion of
applications filed could be expected to be abandoned by applicants during the deferral period,
without the expenditure of PTO resources on substantive examination, further reducing the
burden on the PTO. A deferred examination system would be consistent with the public notice
function of the patent system, because it would not affect existing pre-grant publication, which
occurs at eighteen months from the first priority date in the great majority of cases. Adoption of
a deferred examination system would reduce the application backlog at the PTO and improve the
quality of the patent system, without unnecessary adverse effects on legitimate stakeholders.
Deferred examination would also be a positive and useful step toward harmonization of the
world’s major national patent systems.

The benefits of a deferred examination system suggest that it merits consideration by the
PTO. If such a system is adopted, the PTO may wish to consider also implementing a procedure
for accelerated examination. This could benefit applicants and the PTO alike by permitting
rational allocation of PTO resources preferentially to patent applications directed to inventions
believed to be of particular commercial importance. The PTO may also wish to consider
permitting third party requests to accelerate examination of patent applications after a certain
period of pendency where there has been no filing of an examination request by the applicant.

The PTO may wish to consider implementing an increased graduated fee structure for
continuing applications. The PTO should allow continuing applications as of right, but could
consider charging incrementally higher filing fees, search fees, and/or claims fees, to the extent
that such fees are directly related to the costs, for third and later continuing applications. An
incrementally higher continuing application fee structure could provide incentive for applicants
to limit the number of continuing application filings and achieve the benefit of efficient
examination, but would still allow applicants an opportunity to pursue subsequent filings if
warranted.

CONCLUSION

PhRMA wishes to express its appreciation to the PTO for this opportunity to comment
for the record on the agency’s proposed rulemaking. PhRMA and its members are committed to
actively contribute to finding solutions to the many challenges facing the PTO today and in the
years to come. The PTO’s proposed changes to patent application practice and procedure would
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be far-reaching and are controversial, and PARMA believes that it is not alone in viewing many
of these proposals as less than well-suited to achieving the improvements to the patent
examination system that are necessary and desirable. PhRMA would encourage the agency to
consider extending the dialog with stakeholders, through additional notice and comment
proceedings that include public hearings, in order to ensure a fully transparent process and
encourage the broadest possible input. PhRMA would also welcome the opportunity to meet
with the PTO in order to develop reforms that would focus on making the PTO more efficient
and improving the quality of issued patents.

May 2, 2006
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